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1 . Claims 1-11 arc rejected under 35 U.S.C. $112. second paragraph, as being indefinite tor 
failing to particularl\ point out and distinctly claim the subject matter which applicant regards as 
the in\ention. 

A. Claims 1-11 are indefmite in the recitation a method of treating a disorder ''associated 
with 5* ALT pol\ nucleotide'' and "pi 6 expression product'' The nature of the ''association" is 
undefined and is unclear. Furthermore, since the steps of the treatment depend on the type of 
"association." the steps of the method are unclear. 

If for example, "associated" with 5'ALT means "encoding" 5'Af T then the method of 
treatment would involve some sort of efforts to mitigate the damaging effects of the 5'ALT gene 
expression. On the other hand, "associated with 5"ALT" could mean that the disorder is caused 
by a protein what fails to properly interact with 5'ALT, for example a mutant transcription 
activation factor. In this case, the treatment may not involve 5'ALT in any way, but rather efforts 
to replace the lost activation activity provided by another protein or perhaps to repair the 
activator binding site in the 5'AL f cis regulatiory region. 

Similarly, with respect to pi 6, the nature of the term "product" in the limitation 
"expression product" is unclear. It is not clear whether an "expression product" is mRNA, 
protein, en/\me or a particular en/\ matic actix it\ . 

1^. (Maims 1-11 are indefmite in the recitations "5" ALT pol\ nucleotide(s)" and pi 6 
expression, fhe scope of these reagent limitations in unclear. Claim L for example, is drafted 
using the "(s)" suffix on the word pol\ nucleotide which usualK' means either one or more than 
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claimed. It there is more than one. sa\ lor example a group or5'AL 1 polynucleotides, then it is 
unclear what relationship exists among this group of 5\A.L T poh nulceotides and it is unclear how 
far the sequence of a member of this group can \ ar\ and still be a member ot^the group of. 
5 'ALT poUnulceotides. The same concerns appl\ the recitation of *^p 16." It is unclear how tar 
one can vary from the pi 6 sequence explicitly disclosed in the specification and still be considered 
a "pi 6 expression product." 

2. fhe following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

1 he specification shall contain a written description of the invention, and of the manner 
and process otTnaking and using it, in such full, clear, concise, and exact terms as to 
enable an> person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set tbrth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 1-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not disclosed in the specification in such a way as to enable one skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and/or use the invention. 

Claims 1-11 are drawn to methods of gene therapy and products used in these methods. 
1 he specification does not disclose how one readih identifies these associated ''disorders.'' 'llie 
specification does not offer extensi\ e guidance on w orking models of treating disorders 
"associated with 5*Al/r" and with "pi 6." 

AdditionalK . the Held of treating disorder, tor example b\ inhibition of gene expression is 
\ cr\ unpredictable as e\'idenced b\' Stolberg. "Despite f\^rment. dene f herapy Progresses/' New 
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to deli\ cr genes to their target cells." Rather than descrihing the field as predictable, this article 
makes clear that gene therap> is still seeing this glimpse of hope that this new technology is going 
to bear fruit in the clinic, and yet we have had this serious setback" referring to the unexpected 
death of a patient in a gene therapy clinical trial. 

Lacking specific guidance into the methods of identifying a reasonable number of 5'AL 1 
and pi 6 "disorders." and lacking a specific example of the treatment of any disorder, and in view 
of the highh unpredictable nature of the field, it w ould require undue experimentation to enable a 
reasonable number of the claimed embodiments. 



3. This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 C.F.R. 1.821(a)(l ) and (a)(2). However, 
this application fails to comply with the requirements of 37 C.F.R. 1.821-25 for the reasons set 
forth on the attached Notice to Comply With Requirements For Patent Applications Containing 
Nucleotide And/Or Amino Acid Sequence Disclosures. In responding to this Notice, Applicant is 
requested to return a copy of the attached Notice to Comply. 

IN THE INTERESTS OF COMPACT PROSECUTION, AN ACTION ON THE MERITS 
HAS BEEN ISSl El). C OMPLIANCE WITH THE SEQl ENCE Rl LES, 37 C.E.R. 1.821- 
25, IS REQITRKI), IN ADDITION TO A RESPONSE TO THIS OFFICE ACTION, 
W ITIIIN THE THREE (3) MONTH SHORTENED STATI TORV PERIOD. FAILl RE 
TO COMPL\ WITH THESE REQl IREMENTS WIEL RESl ET IN ABANDONMENT 
OF THE APPLICATION UNDER 37 C.F.R. 1.821(g). 



4. Papers relating to this application ma> he submitted to Technology Center 1 600 b\ 
facsimile transmission. The faxing of such papers must conform with the notice published in the 

■ ■■■ ' . A'- ' ' f 1 . 1 .. f ■ 1 AM/1 T - ..... .,.U 
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Any inquirN concerning this communication or earlier communications from the examiner 
should be directed to Scott Houtteman whose telephone number is (703) 308-3885. The 
examiner can normally be reached on Tuesday-Friday from 8:30 AM - 5:00 PM. The exammer 
can also be reached on alternate Mondays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's super\ isor. 
W. Ciary Jones, can be reached at (703) 308-1 152. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Technology Center receptionist whose telephone number is (703) 308-0196. 



Scott Houtteman 
June 19. 2000 




scon W. HOUlTEMAi^ 
PRIMARY EXAMINER 



